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102TM > dated October 9, 2003, and
printed by Intralytix, Inc., is incor-

porated by reference. The Director of
the Office of the Federal Register ap-
proves this incorporation by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. You may obtain a copy
from the Office of Food Additive Safety
(HFS-200), Center for Food Safety and
Applied Nutrition, Food and Drug Ad-
ministration, 5100 Paint Branch Pkwy.,
College Park, MD 20740, or you may ex-
amine a copy at the Center for Food
Safety and Applied Nutrition’s Li-
brary, 5100 Paint Branch Pkwy., Col-
lege Park, MD 20740, or at the National
Archives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call
202-741-6030, or go to: http:/
www.archives.gov/federal register/

code of federal regulations/

ibr locations.html.

(2) The mean phage titer of each
monophage in the additive is 1 x 10°
plaque forming units (PFU)/ml. The an-
alytical method for determining phage
titer entitled ‘‘Method to Determine
Lytic Activity/Phage Titer,” dated No-
vember 6, 2001, and printed by
Intralytix, Inc., is incorporated by ref-
erence. Copies are available at loca-
tions cited in paragraph (b)(1) of this
section.

(3) The phages present in the prepara-
tion must not contain a functional por-
tion of any of the toxin-encoding se-
quences described in 40 CFR 725.421(d).
No sequences derived from genes en-
coding bacterial 16S ribosomal RNA
are present in the complete genomic
sequence of the phages.

4) L. monocytogenes toxin,
listeriolysin O (LLO), is not greater
than 5 hemolytic units (HU)/ml. The
analytical method for determining
LLO entitled “Quantitation of
Listeriolysin O Levels in LMP-102TM >
dated September 27, 2004, and printed
by Intralytix, Inc., is incorporated by
reference. Copies are available at loca-
tions cited in paragraph (b)(1) of this
section.

(5) The additive is negative for L.
monocytogenes. The modified version of
the U.S. Department of Agriculture’s
method for determining L.
monocytogenes entitled “LMP-102TM
Listeria monocytogenes Sterility Test-
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ing,” dated May 24, 2004, and printed by
Intralytix, Inc., is incorporated by ref-
erence. Copies are available at loca-
tions cited in paragraph (b)(1) of this
section.

(6) The additive is negative for gram-
positive and gram-negative bacteria
capable of growing in commonly used
microbiological media (e.g., Luria-
Bertani (LB) medium), including Esch-
erichia coli, Salmonella species and
coagulase-positive Staphylococci, as de-
termined by the ‘“Method to Determine
Microbial Contamination,” dated July
11, 2003, and printed by Intralytix, Inc.,
is incorporated by reference. Copies are
available at locations cited in para-
graph (b)(1) of this section.

(7) Total organic carbon (TOC) is less
than or equal to 36 mg/kg. The analyt-
ical method for determining TOC enti-
tled ‘‘Determination of Total Organic
Carbon by Automated Analyzer,” dated
March 30, 2001, and printed by
Intralytix, Inc., is incorporated by ref-
erence. Copies are available at loca-
tions cited in paragraph (b)(1) of this
section.

(c) Conditions of use. The additive is
used in accordance with current good
manufacturing practice to control L.
monocytogenes by direct application to
meat and poultry products that comply
with the ready-to-eat definition in 9
CFR 430.1. Current good manufacturing
practice is consistent with direct spray
application of the additive at a rate of
approximately 1 mL of the additive per
500 cm2 product surface area.

[71 FR 47731, Aug. 18, 2006]

Subpart I—Multipurpose Additives

§172.800 Acesulfame potassium.

Acesulfame potassium (CAS Reg. No.
555689-62-3), also known as acesulfame
K, may be safely used as a general-pur-
pose sweetener and flavor enhancer in
foods generally, except in meat and
poultry, in accordance with current
good manufacturing practice and in an
amount not to exceed that reasonably
required to accomplish the intended
technical effect in foods for which
standards of identity established under
section 401 of the Federal Food, Drug,
and Cosmetic Act do not preclude such
use, under the following conditions:
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(a) Acesulfame potassium is the po-
tassium salt of 6-methyl-1,2,3-
oxathiazine-4(3H)-one-2,2-dioxide.

(b) The additive meets the following
specifications:

(1) Purity is not less than 99 percent
on a dry basis. The purity shall be de-
termined by a method titled
““Acesulfame Potassium Assay,” which
is incorporated by reference. Copies are
available from the Center for Food
Safety and Applied Nutrition (HFS-
200), Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740, or available for inspection at
the National Archives and Records Ad-
ministration (NARA). For information
on the availability of this material at
NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/
code of federal regulations/
ibr _locations.html.

(2) Fluoride content is not more than
30 milligrams per kilogram, as deter-
mined by method III of the Fluoride
Limit Test of the Food Chemicals
Codex, Tth ed. (2010), p. 1151, which is
incorporated by reference. The Direc-
tor of the Office of the Federal Register
approves this incorporation by ref-
erence in accordance with 5 TU.S.C.
552(a) and 1 CFR part 51. You may ob-
tain copies from the United States
Pharmacopeial Convention, 12601
Twinbrook Pkwy., Rockville, MD 20852
(Internet address http:/www.usp.org).
Copies may be examined at the Food
and Drug Administration’s Main Li-
brary, 10903 New Hampshire Ave., Bldg.
2, Third Floor, Silver Spring, MD 20993,
301-796-2039, or at the National Ar-
chives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call
202-741-6030 or go to: hittp://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

(c) If the food containing the additive
is represented to be for special dietary
uses, it shall be labeled in compliance
with part 105 of this chapter.

[63 FR 28382, July 28, 1988, as amended at 57
FR 57961, Dec. 8, 1992; 59 FR 61540, 61543, 61545,
Dec. 1, 1994; 60 FR 21702, May 3, 1995; 63 FR
36362, July 6, 1998; 68 FR 75413, Dec. 31, 2003;
78 FR 71464, Nov. 29, 2013]
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§172.802 Acetone peroxides.

The food additive acetone peroxides
may be safely used in flour, and in
bread and rolls where standards of
identity do not preclude its use, in ac-
cordance with the following prescribed
conditions:

(a) The additive is a mixture of
monomeric and linear dimeric acetone
peroxide, with minor proportions of
higher polymers, manufactured by re-
action of hydrogen peroxide and ace-
tone.

(b) The additive may be mixed with
an edible carrier to give a concentra-
tion of: (1) 3 grams to 10 grams of hy-
drogen peroxide equivalent per 100
grams of the additive, plus carrier, for
use in flour maturing and bleaching; or
(2) approximately 0.75 gram of hydro-
gen peroxide equivalent per 100 grams
of the additive, plus carrier, for use in
dough conditioning.

(c) It is used or intended for use: (1)
In maturing and bleaching of flour in a
quantity not more than sufficient for
such effect; and (2) as a dough-condi-
tioning agent in bread and roll produc-
tion at not to exceed the quantity of
hydrogen peroxide equivalent nec-
essary for the artificial maturing ef-
fect.

(d) To insure safe use of the additive,
the label of the food additive container
and any intermediate premix thereof
shall bear, in addition to the other in-
formation required by the act:

(1) The name of the additive, ‘‘ace-
tone peroxides’’.

(2) The concentration of the additive
expressed in hydrogen peroxide equiva-
lents per 100 grams.

(3) Adequate use directions to provide
a final product that complies with the
limitations prescribed in paragraph (c)
of this section.

§172.804 Aspartame.

The food additive aspartame may be
safely used in food in accordance with
good manufacturing practice as a
sweetening agent and a flavor enhancer
in foods for which standards of identity
established under section 401 of the act
do not preclude such use under the fol-
lowing conditions:

(a) Aspartame is the chemical 1-
methyl N-L-o-aspartyl-L-phenylalanine
(C14H18N20s).
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